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9/15/03

Mr. John B. Foret, Director

Dietary Supplement Branch (HFS-811)
Division of Compliance and Enforcement
Office of Nutritional Products, Labeling and Dietary Supplements
US Food and Drug Administration

5100 Point Branch Parkway

Coliege Park, MD 20740-3835

RE: Notification for Statement on Dietary Supplement

Dear Mr. Foret:

In compliance with the Dietary Supplement Health and Education Act of 1994, Solgar Vitamin and
Herb hereby makes its official notification under Section 101.93 that it has included a statement
listed in Section 403(r)(6) of the Federal Food, Drug and Cosmetic Act on its label. Accordingly,
enclosed please find two (2) copies of this Notification.

The following information is being provided:
e The dietary supplement is being distributed by:

SOLGAR VITAMIN AND HERB
500 Willow Tree Road
Leonia, New Jersey 07605 USA

e The text of the statement, the name of the dietary supplement and the name of the dietary
ingredients contained in the product, which is the subject of the above statement, is listed on

the attached sheet.

| hereby certify that the information presented and contained in this notice is complete and
accurate, and my files contain substantiation that the statements made are truthful and not

misleading.
If you have any questions, please do not hesitate to contact the undersigned.

Very truly yours,

%VWMN & HERB

isa J. Haskell
Manager, Domestic Regulatory Affairs
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Solgar Vitamin and Herb
Notification Letter
September 15, 2003

Solgar Vitamin and Herb Claims

Attachment A

Product Name

Statement on Label

Dietary Ingredient (s)

L-Arginine L-Ornithine 500/250 e Muscle Support L-Arginine,
L-Ornithine
L-Carnitine 250 mg e Energy Support Vitamin B6
L-Carnitine
L-Glutathione 50 mg ¢ Antioxidant e L-Glutathione
Choline (Vegetable Capsules) * Lipid Metabolism s Choline
Choline Tablets ¢ Lipid Metabolism e Choline
Inositol 500 mg o Lipid Metabolism ¢ Inositol
Choline/lnositol 250/250 ¢ Lipid Metabolism Choline
Inositol
Alpha Lipoic Acid 60 mg s Antioxidant ¢ Alpha Lipoic Acid
Alpha Lipoic Acid 120 mg e Antioxidant e Alpha Lipoic Acid
Alpha Lipoic Acid 200 mg e Antioxidant ¢ Alpha Lipoic Acid
Muitiple Fiber Formula s QGastrointestinal Support Oat Bran
Apple Pectin
Grapefruit pectin

Flaxseed Meal
Psyllium Seed Husks

Ipriflavone 200 mg

Bone Support

o |priflavone

Vitamin B6 5§00 mg

Energy Support

¢ Vitamin B6

Gentle Iron 25 mg

Gentle on Stomach

o {ron (as iron bisglycinate)

Coenzyme Q-10 (CoQ-10) 120 mg

Cardio Support

¢ Coenzyme Q-10

Coenzyme Q-10 (CoQ-10) 200 mg

Cardio Support

¢ Coenzyme Q-10

Grape Seed Extract 100 mg

Antioxidant

¢ Grape Seed Extract

*in accordance with 21 CFR § 101.93, the disclaimer statement is included where structure/function

claims appear.




